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To Whom it May Concern: 23 . 

America’s Blood Centers commends the Center for Biologics Evaluation and Research forge draft 
Guidance for Industry: Variancesfor Blood Collection>om Individuals with Hereditary 
Hemochromatosis. 

Blood collection agencies have been collecting and discarding blood from donors with hereditary 
hemochromatosis (HH) at the same time that collections of blood have declined nationwide. Since there 
is no evidence that blood from donors with HH have any added risk for recipients, we are pleased that 
CBER has created a way for collecting centers to obtain a variance that will allow them to use this 
valuable blood without labeling restrictions, should they find it appropriate to do so. We agree with 
CBER that eliminating the collection fee for all HH collections should alleviate any concerns about 
creating a financial incentive to donate. 

We wish to congratulate CBER on the elegant simplicity of this document. The content of the variance 
requests is concise and reasonable, as is the safety data collection requirement. 

We appreciate CBER’s stated commitment to work with the Health Care Financing Administration in 
ensuring that financial incentives for persons with HH to donate blood for transfusion are removed. We 
urge CBER to continue this dialog. 

Yours truly, 

Scientific, Medical and Technical Committee 
America’s Blood Centers 
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valuable blood without labeling restrictions, should they find it appropriate to do so. We agree with 
CBER that eliminating the collection fee for all HH collections should alleviate any concerns about 
creating a financial incentive to donate. 

We wish to congratulate CBER on the elegant simplicity of this document. The content of the variance 
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